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(e.g., scurvy, pellagra) are not included 
in this definition. 

(2) FDA will find that a statement 
about a product claims to diagnose, 
mitigate, treat, cure, or prevent dis-
ease (other than a classical nutrient 
deficiency disease) under 21 U.S.C. 
343(r)(6) if it meets one or more of the 
criteria listed below. These criteria are 
not intended to classify as disease 
claims statements that refer to the 
ability of a product to maintain 
healthy structure or function, unless 
the statement implies disease preven-
tion or treatment. In determining 
whether a statement is a disease claim 
under these criteria, FDA will consider 
the context in which the claim is pre-
sented. A statement claims to diag-
nose, mitigate, treat, cure, or prevent 
disease if it claims, explicitly or im-
plicitly, that the product: 

(i) Has an effect on a specific disease 
or class of diseases; 

(ii) Has an effect on the char-
acteristic signs or symptoms of a spe-
cific disease or class of diseases, using 
scientific or lay terminology; 

(iii) Has an effect on an abnormal 
condition associated with a natural 
state or process, if the abnormal condi-
tion is uncommon or can cause signifi-
cant or permanent harm; 

(iv) Has an effect on a disease or dis-
eases through one or more of the fol-
lowing factors: 

(A) The name of the product; 
(B) A statement about the formula-

tion of the product, including a claim 
that the product contains an ingre-
dient (other than an ingredient that is 
an article included in the definition of 
‘‘dietary supplement’’ under 21 U.S.C. 
321(ff)(3)) that has been regulated by 
FDA as a drug and is well known to 
consumers for its use or claimed use in 
preventing or treating a disease; 

(C) Citation of a publication or ref-
erence, if the citation refers to a dis-
ease use, and if, in the context of the 
labeling as a whole, the citation im-
plies treatment or prevention of a dis-
ease, e.g., through placement on the 
immediate product label or packaging, 
inappropriate prominence, or lack of 
relationship to the product’s express 
claims; 

(D) Use of the term ‘‘disease’’ or 
‘‘diseased,’’ except in general state-

ments about disease prevention that do 
not refer explicitly or implicitly to a 
specific disease or class of diseases or 
to a specific product or ingredient; or 

(E) Use of pictures, vignettes, sym-
bols, or other means; 

(v) Belongs to a class of products 
that is intended to diagnose, mitigate, 
treat, cure, or prevent a disease; 

(vi) Is a substitute for a product that 
is a therapy for a disease; 

(vii) Augments a particular therapy 
or drug action that is intended to diag-
nose, mitigate, treat, cure, or prevent a 
disease or class of diseases; 

(viii) Has a role in the body’s re-
sponse to a disease or to a vector of 
disease; 

(ix) Treats, prevents, or mitigates ad-
verse events associated with a therapy 
for a disease, if the adverse events con-
stitute diseases; or 

(x) Otherwise suggests an effect on a 
disease or diseases. 

[62 FR 49886, Sept. 23, 1997, as amended at 62 
FR 49867, Sept. 23, 1997; 65 FR 1050, Jan. 6, 
2000; 66 FR 17358, Mar. 30, 2001; 66 FR 56035, 
Nov. 6, 2001] 

§ 101.95 ‘‘Fresh,’’ ‘‘freshly frozen,’’ 
‘‘fresh frozen,’’ ‘‘frozen fresh.’’ 

The terms defined in this section 
may be used on the label or in labeling 
of a food in conformity with the provi-
sions of this section. The requirements 
of the section pertain to any use of the 
subject terms as described in para-
graphs (a) and (b) of this section that 
expressly or implicitly refers to the 
food on labels or labeling, including 
use in a brand name and use as a sen-
sory modifier. However, the use of the 
term ‘‘fresh’’ on labels or labeling is 
not subject to the requirements of 
paragraph (a) of this section if the 
term does not suggest or imply that a 
food is unprocessed or unpreserved. For 
example, the term ‘‘fresh’’ used to de-
scribe pasteurized whole milk is not 
subject to paragraph (a) of this section 
because the term does not imply that 
the food is unprocessed (consumers 
commonly understand that milk is 
nearly always pasteurized). However, 
the term ‘‘fresh’’ to describe pasta 
sauce that has been pasteurized or that 
contains pasteurized ingredients would 
be subject to paragraph (a) of this sec-
tion because the term implies that the 
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food is not processed or preserved. Uses 
of fresh not subject to this regulation 
will be governed by the provisions of 
403(a) of the Federal Food, Drug, and 
Cosmetic Act (the act). 

(a) The term ‘‘fresh,’’ when used on 
the label or in labeling of a food in a 
manner that suggests or implies that 
the food is unprocessed, means that the 
food is in its raw state and has not 
been frozen or subjected to any form of 
thermal processing or any other form 
of preservation, except as provided in 
paragraph (c) of this section. 

(b) The terms ‘‘fresh frozen’’ and 
‘‘frozen fresh,’’ when used on the label 
or in labeling of a food, mean that the 
food was quickly frozen while still 
fresh (i.e., the food had been recently 
harvested when frozen). Blanching of 
the food before freezing will not pre-
clude use of the term ‘‘fresh frozen’’ to 
describe the food. ‘‘Quickly frozen’’ 
means frozen by a freezing system such 
as blast-freezing (sub-zero Fahrenheit 
temperature with fast moving air di-
rected at the food) that ensures the 
food is frozen, even to the center of the 
food, quickly and that virtually no de-
terioration has taken place. 

(c) Provisions and restrictions. (1) The 
following do not preclude the food from 
use of the term ‘‘fresh:’’ 

(i) The addition of approved waxes or 
coatings; 

(ii) The post-harvest use of approved 
pesticides; 

(iii) The application of a mild chlo-
rine wash or mild acid wash on 
produce; or 

(iv) The treatment of raw foods with 
ionizing radiation not to exceed the 
maximum dose of 1 kiloGray in accord-
ance with § 179.26 of this chapter. 

(2) A food meeting the definition in 
paragraph (a) of this section that is re-
frigerated is not precluded from use of 
‘‘fresh’’ as provided by this section. 

[58 FR 2426, Jan. 6, 1993] 

Subpart G—Exemptions From 
Food Labeling Requirements 

§ 101.100 Food; exemptions from label-
ing. 

(a) The following foods are exempt 
from compliance with the require-
ments of section 403(i)(2) of the act (re-

quiring a declaration on the label of 
the common or usual name of each in-
gredient when the food is fabricated 
from two or more ingredients). 

(1) An assortment of different items 
of food, when variations in the items 
that make up different packages 
packed from such assortment normally 
occur in good packing practice and 
when such variations result in vari-
ations in the ingredients in different 
packages, with respect to any ingre-
dient that is not common to all pack-
ages. Such exemption, however, shall 
be on the condition that the label shall 
bear, in conjunction with the names of 
such ingredients as are common to all 
packages, a statement (in terms that 
are as informative as practicable and 
that are not misleading) indicating by 
name other ingredients which may be 
present. 

(2) A food having been received in 
bulk containers at a retail establish-
ment, if displayed to the purchaser 
with either: 

(i) The labeling of the bulk container 
plainly in view, provided ingredient in-
formation appears prominently and 
conspicuously in lettering of not less 
than one-fourth of an inch in height; or 

(ii) A counter card, sign, or other ap-
propriate device bearing prominently 
and conspicuously, but in no case with 
lettering of less than one-fourth of an 
inch in height, the information re-
quired to be stated on the label pursu-
ant to section 403(i)(2) of the Federal 
Food, Drug, and Cosmetic Act (the 
act). 

(3) Incidental additives that are 
present in a food at insignificant levels 
and do not have any technical or func-
tional effect in that food. For the pur-
poses of this paragraph (a)(3), inci-
dental additives are: 

(i) Substances that have no technical 
or functional effect but are present in a 
food by reason of having been incor-
porated into the food as an ingredient 
of another food, in which the substance 
did have a functional or technical ef-
fect. 

(ii) Processing aids, which are as fol-
lows: 

(a) Substances that are added to a 
food during the processing of such food 
but are removed in some manner from 
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